AUTHENTICATED
U.S. GOVERNMENT
INFORMATION

GPO

§94.6

for whatever reason, was not pre-
viously reviewed or managed by the In-
stitution (e.g., was not timely reviewed
or reported by a subrecipient), the In-
stitution also is required to complete a
retrospective review to determine
whether any PHS-funded research, or
portion thereof, conducted prior to the
identification and management of the
financial conflict of interest was biased
in the design, conduct, or reporting of
such research. Additionally, pursuant
to paragraph (a)(3)(iii) of this section,
if bias is found, the Institution is re-
quired to notify the PHS Awarding
Component promptly and submit a
mitigation report to the PHS Awarding
Component.

(3) Any FCOI report required under
paragraphs (b)(1) or (b)(2) of this sec-
tion shall include sufficient informa-
tion to enable the PHS Awarding Com-
ponent to understand the nature and
extent of the financial conflict, and to
assess the appropriateness of the Insti-
tution’s management plan. Elements of
the FCOI report shall include, but are
not necessarily limited to the fol-
lowing:

(i) Project/Contract number;

(ii) PD/PI or Contact PD/PI if a mul-
tiple PD/PI model is used;

(iii) Name of the Investigator with
the financial conflict of interest;

(iv) Name of the entity with which
the Investigator has a financial con-
flict of interest;

(v) Nature of the financial interest
(e.g., equity, consulting fee, travel re-
imbursement, honorarium);

(vi) Value of the financial interest
(dollar ranges are permissible: $0-
$4,999; $5,000-$9,999; $10,000-$19,999;
amounts between $20,000-$100,000 by in-
crements of $20,000; amounts above
$100,000 by increments of $50,000), or a
statement that the interest is omne
whose value cannot be readily deter-
mined through reference to public
prices or other reasonable measures of
fair market value;

(vii) A description of how the finan-
cial interest relates to the PHS-funded
research and the basis for the Institu-
tion’s determination that the financial
interest conflicts with such research;
and
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(viii) A description of the key ele-
ments of the Institution’s management
plan, including:

(A) Role and principal duties of the
conflicted Investigator in the research
project;

(B) Conditions of the management
plan;

(C) How the management plan is de-
signed to safeguard objectivity in the
research project;

(D) Confirmation of the Investiga-
tor’s agreement to the management
plan;

(E) How the management plan will be
monitored to ensure Investigator com-
pliance; and

(F) Other information as needed.

(4) For any financial conflict of inter-
est previously reported by the Institu-
tion with regard to an ongoing PHS-
funded research project, the Institution
shall provide to the PHS Awarding
Component an annual FCOI report that
addresses the status of the financial
conflict of interest and any changes to
the management plan for the duration
of the PHS-funded research project.
The annual FCOI report shall specify
whether the financial conflict is still
being managed or explain why the fi-
nancial conflict of interest no longer
exists. The Institution shall provide
annual FCOI reports to the PHS
Awarding Component for the duration
of the project period (including exten-
sions with or without funds) in the
time and manner specified by the PHS
Awarding Component.

(5) In addition to the types of finan-
cial conflicts of interest as defined in
this part that must be reported pursu-
ant to this section, an Institution may
require the reporting of other financial
conflicts of interest in its policy on fi-
nancial conflicts of interest, as the In-
stitution deems appropriate.

§94.6 Remedies.

(a) If the failure of an Investigator to
comply with an Institution’s financial
conflicts of interest policy or a finan-
cial conflict of interest management
plan appears to have biased the design,
conduct, or reporting of the PHS-fund-
ed research, the Institution shall
promptly notify the PHS Awarding
Component of the corrective action
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taken or to be taken. The PHS Award-
ing Component will consider the situa-
tion and, as necessary, take appro-
priate action, or refer the matter to
the Institution for further action,
which may include directions to the In-
stitution on how to maintain appro-
priate objectivity in the PHS-funded
research project.

(b) The PHS Awarding Component
and/or HHS may inquire at any time
(before, during, or after award) into
any Investigator disclosure of financial
interests and the Institution’s review
of, and response to, such disclosure, re-
gardless of whether or not the disclo-
sure resulted in the Institution’s deter-
mination of a financial conflict of in-
terest. An Institution is required to
submit, or permit on site review of, all
records pertinent to compliance with
this part. To the extent permitted by
law, HHS will maintain the confiden-
tiality of all records of financial inter-
ests. On the basis of its review of
records or other information that may
be available, the PHS Awarding Com-
ponent may decide that a particular fi-
nancial conflict of interest will bias
the objectivity of the PHS-funded re-
search to such an extent that further
corrective action is needed or that the
Institution has not managed the finan-
cial conflict of interest in accordance
with this part. The PHS Awarding
Component may determine that
issuance of a Stop Work Order by the
Contracting Officer or other enforce-
ment action is necessary until the mat-
ter is resolved.

(c) In any case in which the HHS de-
termines that a PHS-funded project of
clinical research whose purpose is to
evaluate the safety or effectiveness of
a drug, medical device, or treatment
has been designed, conducted, or re-
ported by an Investigator with a finan-
cial conflict of interest that was not
managed or reported by the Institution
as required by this part, the Institu-
tion shall require the Investigator in-
volved to disclose the financial conflict
of interest in each public presentation
of the results of the research and to re-
quest an addendum to previously pub-
lished presentations.
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95.1 Scope.

95.4 Definitions.

95.7 Time limit for claiming payment for
expenditures made after September 30,
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95.10 Time limit for claiming payment for
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95.11 Payment of claims subject to appro-
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95.19 Exceptions to time limits.

95.22 Meaning of good cause.

95.25 When to request a waiver for good
cause.

95.28 What a waiver request for good cause
must include.

95.31 Where to send a waiver request for
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Subparts B-D [Reserved]

Subpart E—Cost Allocation Plans
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95.505

Purpose.

Scope.

Definitions.

95.507 Plan requirements.

95.509 Cost allocation plan amendments and
certifications.

95.511 Approval of the cost allocation plan
or plan amendment.

95.515 Effective date of a cost allocation
plan or plan amendment.

95.517 Claims for Federal financial partici-
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95.5619 Cost disallowance.

Subpart F—Automatic Data Processing
Equipment and Services—Conditions
for Federal Financial Participation (FFP)
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95.601 Scope and applicability.
95.605 Definitions.

SPECIFIC CONDITIONS FOR FFP

95.610 Submission of advance planning docu-
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95.611 Prior approval conditions.

95.612 Disallowance of Federal Financial
Participation (FFP).
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